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Finished product specification

1. Identification test ATV
2. Fnadindidgy 90.0 — 110.0 % of labeled amount
3. Total Impurities ATIVHIY
4. Water AIIVHIU
5. pH ATIVHIU
6. Uniformity of dosage units ATIVAIU
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. Particulate matter

- Particulate Matter = 10 um 15itA 6000 ¢ vial

- Particulate Matter = 25 pm i 600 #1o vial

9. Sterility test
10. Bacterial endotoxins

11. Reconstitution time
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Finished product specification

1. Identification test AU
2. sunadindidny 90.0 — 110.0 % of labeled amount
3. Total Impurities ATIINIU
4. Water ATV
5. pH ATV
6. Uniformity of dosage units AU
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. Particulate matter

- Particulate Matter > 10 um 13itA 1 6000 ¢ vial

- Particulate Matter > 25 um Ty 600 do vial

9. Sterility test
10. Bacterial endotoxins

11. Reconstitution time
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